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THE DIRECTOR
DIVISION OF SMALL  M&lUFACTURXRS
AISSIQTANCSF.  (HF7xq
OFFIcx  OF HEALTHANDINDuslRY  PROORAMS
CENTER FOR DEVICES AND IL4DIOI,OGICAL  HKALTH
FOOD AND DRUG ADMll’JTSTR  AVON
ROCKVILLE.  MAR- 20837
-EL.. NO. ; 001-301-443-6597  Ext.  116 Ok 146
FAX. NO. : OOl-301-443-8818

August  26,1999
Am: Mr. Jvhu Stigi

lkar Sir,

Ro: Comment on the propoEod  chw regulation
nfFTJA  kr Medical  Ikvices

----.

Your circular letter pchning  tn the &we mzuter  refers.

We have the following wmmcnts on the propo3cd  ch.angc rbpMon:-

Cl) Expiration Date

In order TO detentke the shelf-life of different type of h&&al  gloves, we would
appreciate if FDA can provide us the method to detexmhx  the shelf-life.

(2) j,obclina  for Medic31 Gloveq

The new regul&ion of TM more than ‘I 20 mg ~wder per glove on the powdered surgeon’s
3rd powdered paient  examination gloves is 500 stringen for me&al gIovc: industry as
powder  is nccE3381)’  for caq donning purpose. WC would recommend powdur  love1  to be
no more than 200 ntg pow&r per gloves  which is SMG (Standard Malay&n Ghve)
standard

2.2 protein Ieve!

The prukin  level should bc ciqxcsscd  in J.I& if it is to bc # in lfbcling
We would not agree to put content of no more than 1,200 m exbactable  protein per glove
in the labeling as only snail  group of hymvity  individual is sensitive to &tgic of
IPdUlkd  J &bW.
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The existing caution stattemznt  of pot&n allergy should he .snt)icimt.  tn wm the usem m skin
sensitivity problem. Further, the pcouin lebellq should cmly be memt for the mnuf&urcr who
want to claim for low pmtcin labcling on their product.

Your kind consjdererion 10 our commenr.s  is highly appreciated as my change in FDA regulation
will have great  1111~ ou the m&al &WC  industay,

Thank you and  Iwkiry: furwmd  Lo heal  lkml you

Loo Sun Nooi
AssisGuit QA Mauqcr

cc.  Mr. Wee-Chai Lim. Mamging  Director

C.C.  MARGh4.4  Mr. Andrew Tan



DEPARTMENTOFHEALTE&EUMANSERVICES Public Health &vice
Food and Drug Adminis&ation

Memorandum

Date: August 27, 1999

From: Assistant to the Director, Division of Small Manufacturers Assistance, HFZ-220

Subject: Comments on proposed regulation
Re: Docket No. 98N-03  13

To: Dockets Management Branch, HFA-305,563O  Fishers Lane, room 1061

Please file the attached two copies of comments under Docket No. 98N-03  13,
“Surgeon’s and Patient Examination Gloves; Reclassification and Medical Glove
Guidance Manual Availability; Proposed Rule and Notice,” which published on July
30,1999 (64 F’R 41709).

Thank you!


